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DEPT. Of MLTh,~s~SERVICES 1 
PUBUC HEALTCf SERVICE f 

APPLICATION FOR AVAF+hJCE 1  Fm agoro*a h  ~~ 
FROM 21  CFR lwO.11 (c) FOR A 

Fooo AND DRUG ADM~IU~STRATION UIsER LIGHT SHOW, O lSPLAY DOCKET NUMBER 
OR OEVICE 

mTEY 
8  

~-~BIYw~I(suCP6~~~1Pmmnplance.rm,hCFR 
autizs-meg 

lf&Q.l?(C) i4l wq#n 
-In- wan 21 CFR 1010.*. 

Iw8tRucTloNs 

c 

. . 

LUUlAtASER CabrBurst, CalorSunst Jr, Brrunburrt Ohmend  504, BearnBunst Aqua 250, 6eamBuret  Amber So 

1. PRcnckrcr 1s IM’ENPED TO BE USED AT AhY ONE LOCATION 
rMoRETliAN 1SoAYS 
,Mawww5mxrNOTmRETluw15PAYs 
,LESSTHANSOArS 

c A PRWECTORS ARE IffTENPED FOR SALE. Ll%SE OR LOAN TO 
OThER LASER UGH7 SHOW PROOucERS 

4.WtDtWCf 1s INENDED FOR USE IN A 
e& PuwETAR~rryl OR OTriuZ DOME PRwECTION m~smfe 
fTt+EATER 
& Pl-=OTllEQuE OR NIGHT CLuEi 
_ PAVIUON 
aeK=mARENA 
,0UKlOOR ARENA 
-MUSEUM 
,OuTDOof? ENCLOSED AREA 
X OTHER (Z$w?p) SC@UV and ulum A-ms; , 

I-I. PRODUCT UTtLlZES THE FOUOwtNG LASER lEFFECTS 
A FRWT SCREEN PRCMEC~IONS 
b  kW S$XfEN PROJECTIONS 

HOI-OGRAPHlC &SPLAYS 
XJblULTrPLE REFLECTloNs @wi-pk3 t iaM&s rualmaam fmws) 
_ &DIEN~$E SCanNtNG 
h REFLECTIONS FROM STATIONARY MIRROR(S) OR 

IwRRoREosu#AcEs 
!%‘TATfoNIRY lRRnewnoFl OF  ROTATING MlRmR BALL(S) 

OR OlhER MIRROREP SHAPES 
_I %-NkG I-I-ION OF ROTATlFlG UlRROR US) 
_ FIBER OPTIC PRQIECVObS 
.& FOG, SMOKE OR OTnER SCAVERiNG EFFECTS 
_ OTHER C%=W~ 

8. 
LASER MEDiUMfAr: -. etcj 1 

GaALas DlodelGaN 
Atgon ion 4s4-s14 

6  (nm) I PEAKPoWERtblmtsJ 
4#ll?lW 
40OmW 

DPSS Nd:ww I 832  I 4 W m W  
Q. IF ANY lASER RADIATION IS PULSED OR !%%NNED. GIVE THE F’&SE 6upAt1ON AND RAlE AND !%CAMNlNG FREQUENCY AM3 

AlllpLlnJPE 
DC4 KHC O&P oplkal X-Y acan 

.1 
-. 

,...-: . 
l I 

l~.~Oh FOR REQuEsTIN VAFUMCE 
r COMPUAMCE WlTh THE LMTS OF 21 CFR tQsO.tl(c) WOULD f?ESTRCr TtiE @ll’ENDED USE OF THE PRODvCl- BE~USE~# 

COMPLIANCE WOULD LIMIT ThE WrrT POWER TO ThE EXTENTT~~PTTHE DESIRED EFFECTS WOULD NOT’ BE 
SUFFICIENTLY VISIBLE 

_ OTrRR OR ADPITIOWAL EZPubNATlffl (SjK#&J 

FORM FDA 3147 (M7) 
c 

3 
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a X&J. IASH? PpQDucrS. STSTW~ AND PROJEQORS w BE CERTFI~D TO COUPLY WITH 21 CFR 1016.10 AND THE Co)sMTlONs 
OF TtilS VARIANCE AND WILL BE REPORTED AS REQuiRED By 2+ CFR ‘foO2.‘10 @UP 1OQ2.12 U.SiNG TtiE REPORTING GUiDt= PRO 
V\DED FOR SLJCn PUPPOSE. THESE ACTIONS UUIU BE A-bApUB&D PRl0R TO ANY IMR0DUcTION INTO C0MMERCE. 

D. &EFFECTS NOT SPECiFlcAur INDIcA-IED IN THiS VARIANCE APPLICAT(O~J WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE 
APDW UN?-iL AN v TO TnE VARlrWCE HA!~ BEEN OBTAINED AND Tt-iI$REQUlRED REPORTS OR SUPPLEMENTS. As 
#PLlcABLE. nAvE BEEN suBMIlTED. 

c. JSCANNING. PROJECTION, OR REFLECm0N OF LASER AND CaLATERAL RADmTlON (UGHT SHOW RADIATION) INTO AUDIENCE OR 
OTcrfp ACCESSIBLE UNCQNT’R0kED Af?Eks wiU NOT BE PERh#TTED EXCEPT CoR Dlf FUSE REFKECTI~ PRODUOED By TWE 
ATUOSPHERE. ADDED ATMDSPi lERJC SCATTERING MEDiA. AND TARGET’ SCREEtiS. 

a A  LASER MDlATlON LEVELS IN EXCE?iS OF TnE LiMilS OF CLASS I WILL NOT BE PERKED AT ANY POINT LESS THAN 3.0 METERs 
-Y ABOVE nNv SoRfnCE UPON wti~@ PERsO@ OTHER Tw OPERATORS. F’ERF&MERS. OR EUPLOYEES M E  PERMITrED TO 

ON 23 MtTbm UILCJW OR IN &ATM?AL YE;P’A’ARATiON PROM ANY rpuIEe HMc;nc; SUCri pI;R;s‘iolrls F#?k RfMTTkD 10 8& 
OPERATORS. PERFORMERS. AND EMPLOYEES WILL Not m  REQUIRED 0~ -WED To vmv RADIATION aBOvE THE Liurrs w 
ClASS I Op BE U(POSED TO F44XAlION FBOVE THE LIMITS SPEGtF#D IN 21 CFR ‘LtMO-1 ‘I (cb- 

e. .A M Y  PRoDuCT Wl-tlCti REUES oN ScnNNIMj TO MEZT ACCESS. EXPOSURE, OR lVtOD%W class LiUiTS WU INCQRP-TE A  
SCAWNING SAFEGUARD SYSTEM WiilcH DIRECTLY SEMES ScA#NER MOl?ON AND W H M  WILL R4?Ac7 pAs7 EN~UC~H TO 
PREU UCEEDIK~ Tt+E APPLICM~E LIMIT. 

T  X  ALL MSER LIGHT SHOWS StwL BE UNDER Tt-iE DIRECT AN PERSOHAL CXXI-ROL OF TMMD. COMPEKMI-  OPERnTOR(S). THE 
OPERATOR(S) WILL . 

(1) V#EPWEI-Y TEIWIWATE Il+E EMtSSlON OF UGHT ‘M O W  RADIATION IN TnE EVENT OF ANY ONWE CONDITION. 

(2, BE LOCATED WHERE ALL BEAM PATnS CAN BE DIRECTLY OBSERVED AT ALL TIMES; A M  

(3) BE AN EMPLOYEE OF THE VAJWNCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF OPERnTOR 

Q. A M  IrauMiJM LASER PROJECTOR mt,iT’ POIHER WILL NOT EXCEED THE LEVEL REOUIRED TO oB7AtN THE INTEMDU) EFFECTS. 

I n. 1L ‘!-HE PRosEtr~Oiu SYS- (i E., THE PPQIECT-OR AND AlA OTHER C OMPONENTS~WSER TO PRODUCE THE LIGHTING EFFEmS 
WILL BE SE0uRELr MOUnfTED OR 1rrvlBlLtZE0 TO PREVENT ~~JIN~EMD(ZO mE&ENT OR LusuroNwEn7.8EnM uMTs WIU 
&=WED a32 AN WERENT P m  Of IhE SYSTEM CIESiGN TO PREVEM OVERFlLtJKj OF SCREENS. BEM STOpS. TARGETS. 

r . 
I. &.UbSER PmECTOIRS Wu NOT BE DELiVERED TO amJY OTHER PARTY uND@R AH nGREu#NT OF ~AJ& LEA!%, OR cOm UNLESS 

Ai@ UNlll- W E  RECIFENT DEWNSTRMES T&&T THEY HAVE A VARkAMCE IN EFFtCT At 7HE 71% OF DELiVERy Tt%T PEf?MlTS 
THEM TO PRODUCE LASER LIGHT SHOWS IhCOi?PORa7lhG SuCn PROJECTOR 

i k IN ADDiTi0N TO THE RECUIREMENTS OF a? CFR lMO.30 (?I). TtiE l l lANuFACTURER OF LASER PROJECXORYSrSTEMs WILL PROVIDE 
TO PARTIES WHO PURCnnSE, LEASE. OR BORRMN THE EQUIPMENT. ADEOUATE u@XS iNSTPUCTiO?IS FOR SAFE 1r6’fAL~llON 
AND GPERATtON AND WHICH EXPWN THE RESPONSIBiLi lY OF THE RECIPIENT AS AN INDEPENDEClrF LIGHT S m O W  
MMMFACTURBR TO SUBM THE R!EOurRep AEPOR~SA~~P~Y~~D~~~TA~N~V~ FROU CDRH PRIOR TO 
-ION INTO COMUERCE OF A m  LAsEiR Uoi-ll’ SHOWS 

L &THE REQUIREMENTS OF 21 CFR 1w2.30 ti#1, AND (2) wlu. BE -USHEDTHROuGtl M  U-SE OF WNRll-fEN PROCEDURES 
FOR SElfuP ALIGNMEM7, -STING. AND PERFWE OF E4CH SHOW. MsE PPOCEWBZES W&L BE IN SUFFICJENT DEtAIL TO 
ENSURE #IMPLIANCE wTH 2’1 CFP lcw.ro THE co)tMTlORB OF -MS VARIANCE. AND - Of ACCESS TO RnhaTfOiu 

A- lJ8WG THE PROCJEDU RES Dl3.3CRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE OF UISERS (~MERICM NATIONAL 
STANDARDS INBTITUTE, 1930 BROADWAY. NEW ‘IORIC. NY 1 Wl8) OR ANY OTHER @&~lVa&l%T USER CONSENSvS STAhOMD AN0 
AND. WHERE APPLKZABLE STATE OR Cow REUUIRfMEm UISER RADu&TIO~ AREM WHiCH Cnn COtGAIN RADlATKlN LEVELS 
ABOYE THE LiMlrS SPECiFiED IN 21 CFR 1010.1 l(c), WILL 8E CLEARLY iDf9UTIFiE0 &  w POSTING OF WARNING SIGNS AND@R 
RESTRICTED ACCESS THROuGrr PmStUL MEANS (suCn n9 PRESsuRE SUUn%HE$, PHOTOCELLS. BARRIERS. GWRDB. IFTC.). 
THESE REO&MEMEWTS APPLY TO TBUMMARY MEA!! (Sucn As DURING +?UP ANO AUUVLYHT pRocEDuREs) a~0 TO Fiw 
DRt%XwNEMARuS THEVARUNCEnOCPEPHnU~~~RECORDSOFnc(ES%P R0CEDURES AND THE RESUL’~S OF ALL 
TEZXS AS REOUIRED BY 21 CfR 1002.31. A  COPY Of -ME VAt&luCE APPUCA~ION, TtiE APPROVAL U5lTER. CURRENT PROCEDURES 
$D RfEcQR”8 REMTiN TO EACJI PARTJCULAR SHDW WIU BE WITH THE OPERATOR OR OTHER RESPONSlscE INDIVtPcW. AND 

U MAPE AVAIlABLE FOR IMSPECTJON BY FIX AND OTnER RESPONSIBLE A@hOiZmES 
FORM FM 3w7 (ya/l 
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1-g ADVANCE wRmw4 NonflcnTtoN WIU BE MIof As EARLY 4s F%xs~@cii.  70 APPROPRl4TE FEDERAL. STATE AND Low. 
AUWQRKtES ~VlPN’AG !%OW KINERARY WKti DATES AND LCJCATIQW CIEARLV AND COMPLEf’ELY IDENTIFIED. AND A BASIC 
~S~PTlON Of PROPOSED EFFECI-S lNCu@ll@ A BTA7l%t%‘OF THE RMMiLM POWER OUTPUT INTENDED. SUCH 
NOTlFIcATlowS WNIIA BE &&DE. BUT NOT NEcEBwRILY UMlTED 70: 

(1) -I-hE CEHtER FOR DEVICES AND ~J%LOG~CA~ tiWTrJ. OFFICE OF COMPLIANCE HFZ-312GZOBB GAfIHER RoAD.ROCI(vILLE. 
MD ZO8BO.PROVlOlNG TM lhI%& AN0 CLOBlrsG DATES FOR TnB FWZD mNS’kIA7lON AND THE fMERaRI FOR MOBIcE SnOWS 
IN ADDITION. UNLESS ALL n$PEClS OF EnclT 8HOW MVE BEBN REWRTED AND TnE ru=EssIoN NUEBERS CLEARLY 
REFERENCED. E4Crl NO%% WILL INCLuIFi DEl-WD DESCRtPTlORB Of l%Cri B M W  AMD A LISTIn OF ALL EFFECTS TO BE 
PERFORMED IN SUFFICIENT -AL TO C0?ef1f?M COMPLWJCE WlTn TliE f#&ulA‘nONS AND 7TIIS VARuwCE. 

@I ‘M E  FWERAL AvlATiON UMtNiSTFUTlON (FM) FOR MJY PROJE(=TMh8 INTO OPEN AIRSPACE AT AUY TIME (I.E.. fNc~uDlN0 
SETUP. 4LlGMllli~. f%i?nf%f?SALS. PERf%Rt&NCES, RC ] IF THE FAA OBJlkC7S 70 ANY LAseR EFFECTS, THE OBJBC7lON$ 
WILL BE RESOLVED AND M Y  CONDITIONS RI%uEBTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET.  
TtrE OBJscI?oHABE EFFEclS WIU BE DELFKD FROM THE SttOW. 

(3) STATE AND LOC4L RADIATION CON-iROl. OFFlCESrAGENCiES FOR Au SOWS TO SE PERFORHEO WITHIN THEIR JURlZ%CTlONS. 
Au. REOUIREMENTS OF STATE AND LOCAL uw WILL BE SATISFIED AND ANI OBJEC7lQluS RAlSED BY LOCAL AUTHORITIES 
WILL. BB RBBObvED OR TnE EFFECTS DEElED. (MSTS OF FEPERnL AND S7’4TE OFfICES ARE AVAlM6l.E FROM THE CENTBR 
FOR DEVICES AND pAplOKx3lcAL tfuKTr( upoN RJZQUEFT.) 


